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DETAILED ACTION 

REMARKS 

Claims 1-56 were pending. In response to the restriction requirement, Applicant 
elected the prosecution of claims 1-43 and cancelled claims 44-50. Examiner agrees 
with Applicant that claims 51-56 were erroneously included in claim group II. Claims 51- 
56 were intended to be included in claim group I, and they will be examined on the 
merits along with claims 1-43. 

The amendments to claims 18 and 53 to correct minor informalities have been 
acknowledged. 

Claim Objections 
Claim 40 is objected to because of the following informalities: 
"interface" should be changed to "interfaces". 
Claim 53 is objected to because of the following informalities: 
"data storage device of the filter" should be changed to "data storage device 

associated with the filter". The claim never established that the filter comprises the data 

storage device. 

Claim 54 is objected to because of the following informalities: 
Similar to the objection to claim 53, the claim never established that the filter 
comprises or relays data. 

Appropriate corrections are required. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 4 and 21 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The term "liquid-based" is indefinite, "liquid-based" does not appear to be a term 
that is used frequently in the art, and the Specification does not define what constitutes 
a "liquid-based filter". The Specification gives an example of such a filter, but the 
example does not sufficiently define a "liquid-based filter". It is not clear whether the 
term is intended to convey that the filter is made from a liquid substance, or if the filter is 
designed to collect liquid samples. 

For purposes of examination, it will be assumed that the filter is designed to 
collect liquid samples. 

Claims 39-42 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 39 does not positively recite that the claimed system comprises a vial. The 
claim recites the vial via its relafionship with the specimen, but the specimen is not a 
part of the claimed system. Therefore, it is not clear whether Applicant intended the vial 
to further limit the structure of the claimed system. Because the claim does not 
positively recite the vial, the structural relationship of the vial with respect to the system 
is indefinite from the language of the claims. 
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For purposes of examination, because the claims do not positively recite a vial, 
limitations directed towards the vial will be considered non-limiting. 

Claims 52-55 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The claims do not positively recite that the claimed apparatus comprises the slide 
processor (claim 52), a vial (claim 54), or a unique number (claim 55). Therefore, it is 
unclear whether the limitations directed towards the slide processor, the vial and the 
unique number are limiting. 

For purposes of examination, because the claims do not positively recite these 
features, limitations directed towards these features will be considered non-limiting. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 
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Claims 1, 3, 6, 7, 12, 18, 20, 23, 24, 29, 31, 35-37, 39, 40 and 51-55 are rejected 
under 35 U.S.C. 102(e) as being anticipated by iVIorrison (US 2004/0126281 A1). 

Morrison discloses a sample analysis system comprising a tray-like specimen 
container 10 comprising a filter 14 and a memory that stores data related to the sample 
stored in the container (see Fig. 1 and [0032]). The data stored in the memory can 
comprise the number of times the sample has been accessed, including the time and 
date of each accession and/or sample identification. 

With respect to claim 7, although the reference does not explicitly disclose the 
location of the memory with respect to the sample container, the reference discloses 
that the memory is accessed when the container is interfaced or docked with a testing 
apparatus (see [0032]). Based on the disclosure, it is evident that at least a portion of 
the memory is disposed at the surface of the sample container where the container 
interfaces with the testing apparatus. 

With respect to the processor and its relationship to the data storage device, 
Morrison does not explicitly disclose a processor. Nonetheless, it is evident that the 
system disclosed by Morrison comprises a processor. Without a processor, the data 
stored in the memory could not be retrieved. Furthermore, Morrison discloses that the 
memory may be a form of electronic memory such as a non-volatile RAM, which is 
updated upon docking with the testing apparatus (see [0032]). It is well known that non- 
volatile RAMs, such as USB flash drives, work only when it interfaces with a processor 
that is capable of accessing the data stored in the flash drive. Therefore, even though 
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Morrison does not disclose a processor, it is evident from the disclosure that the system 
disclosed by Morrison houses a processor, and that the non-volatile RAM 
communicates with a processor disposed in the testing apparatus by the docking or 
interfacing means. 

Claims 1, 5, 11, 14, 15, 18, 22, 30, 31, 33, 34, 38, 39, 40 and 52-55 are rejected 
under 35 U.S.C. 102(b) as being anticipated by Bailey (US 5,635,403). 

Bailey discloses a sample collecting container 86 comprising a filter 102 and a 
data storage device 90 associated with the container (see Figs. 8 and 9). The data 
storage device 90 is a computer, which comprises read only memory (ROM) and it 
interfaces with the filter by means of a wireless communicatibn interface 92 such as a 
bar code reader. The data stored and processed by the computer comprises 
identification of the sample and the tests to be perfonned on the sample (see lines 40- 
65, col. 7). 

Although the reference does not explicitly disclose that the stored data comprises 
the number of steps involved in processing the sample, it is evident that the data 
comprises this infomnation based on the disclosure that the data comprises the tests to 
be performed on the sample. If the data did not comprise the method steps of the test to 
be perfornried, the test could not be performed. 
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Claims 1-7, 11, 12, 14, 15, 18-24, 30, 31, 33, 34, 36, 38, 39-42 and 51-55 are 

rejected under 35 U.S.C. 102(b) as being anticipated by McDevitt et al. (US 
2002/0045272 A1). 

McDevitt et al. disclose an Analyte Detection Device (ADD) comprising a tray-like 
substrate having an array of wells (see Fig. 3), wherein each well can comprise a filter 
for processing blood samples (see [0464]). The ADD comprises a detector and a means 
for processing and producing data regarding the analytes (see [0431]). The substrate 
can comprise a bar code for identifying the contents of the wells, and relaying test 
protocols to a computer (see [0573], [0574]). The ADD may also be connected 
wirelessly, via a floppy drive, or a serial data connection to a network of computers to 
send and receive data (see [0438]). 

With respect to claims 14 and 33, although the reference does not explicitly 
disclose that the bar code disclosed by McDevitt et al. relays the number of steps 
involved in the test protocols, it is evident that the bar code relays this information. If the 
bar code did not relay the method steps of the test to be performed, then the test could 
not be performed. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action; 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth In section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for detennining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 16, 17, 35, 43 and 56 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over McDevitt et al. 

With respect claims 16 and 35, it is well known in the art that most electronic 
products such as computers are assigned a universal product code or another form of 
product identification number to facilitate the identification of the product. Therefore, it 
would have been obvious to assign a unique registration number to the data storage 
means of the ADD so that it can be easily Identified in case that it has to be replaced. 

With respect to claims 17, 43 and 56, given that the ADD is intended to process 
blood samples, which contain blood cells, it would have been obvious to one of ordinary 
skill in the art to use a cytological filter to support the blood sample. 

Claims 8-10 and 25-28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over McDevitt et al. In view of Marsh et al. (US 5,219,294). 

McDevitt et al. do not disclose the details of the connection between the ADD 
and a computer. However, it does disclose that the ADD can be connected to a 
computer system via well-known means (see [0438]). 
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Marsh et al. disclose a docking connector for connecting two electrical devices 
(i.e. computer and printer). The docking connector comprises a symmetrical recess 
comprising tapered surfaces 38a and 38b to ensure a solid physical connection (see 
Figs 1 and 6 and line 51, col. 3). 

In light of the disclosure of Marsh et al., it would have been obvious to one of 
ordinary skill in the art to design the interface connection of the ADD disclosed by 
McDevitt et al. such that it can accommodate the connector disclosed by Marsh et a|. so 
that the ADD can send and receive data from a computer. To accommodate the 
connector disclosed by Marsh et al.. the ADD would need to comprise an interface 
having a symmetrical recess with tapered surfaces. 

Claims 13, 16, 32 and 35 are rejected under U.S.C. 103(a) as being 
unpatentable over Bailey. 

Although the reference does not explicitly disclose that the data comprises 
whether the filter has expired, the reference does disclose that the data comprises the 
time of each sampling initiation and termination and the air flow rate through each 
sampling means (see lines 50-55, col. 7). It appears that the data comprises sufficient 
information to calculate whether the filter has expired, and logically it would have been 
obvious to determine whether the filter has expired so that the data extracted from an 
expired filter does not skew the overall data collected from the functional filters. The 
reference discloses that one of the principal purposes of collecting the samples is to 
construct data regarding contamination exposure at workplaces where hazardous 



Application/Control Number: 10/712,280 Page 10 

Art Unit: 1743 

materials are prevalent, and that minimizing data collection error caused by outliers is 
crucial in achieving this purpose (see line 60, column 1-line 55, column 2). 

With respect to the registration number, it is well known in the art that most 
electronic products are assigned a universal product code or another form of product 
identification number to facilitate the identification of the product. It would have been 
obvious to assign a unique registration number to the memory means so that the 
memory means can be easily identified. 

Claims 16, 17, 35, 43 and 56 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Morrison. 

With respect to the registration number, it is well known in the art that most 
electronic products are assigned a universal product code or another form of product 
identification number to facilitate the identification of the product. It is evident that the 
memory means disclosed by Morrison comprises a unique registration number. In the 
alternative, it would have been obvious to assign a unique registration number to the 
memory means so that the memory means can be easily identified. 

With respect to claims 17, 43 and 56, although the reference does no explicitly 
disclose that the filter is a cytological filter, given that the sample container is intended 
to hold blood (see [0013]), which contains blood cells, it would have been obvious to 
one of ordinary skill in the art to use a cytological filter to support the blood. 
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Any inquiry concerning this communication or earlier communications from tlie 
examiner should be directed to Paul S. Hyun whose telephone number is (571)-272- 
8559. The examiner can normally be reached on Monday-Friday 8AM-4:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on (571)-272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Infonnation regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infonnation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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